EPA Reg. Jacket 5383-193






*Product ingredient source information may be entitled to confidential treatment*

To: Miksztal, Maureen
Subject: RE: 5383-193

Maureen,

I have been working on your CSF amendments for 5383-193 and there are a few things that need to change.

On Alternate 1, the last source has different certified limits that the product so it is not allowed on the CSF. This would
make it identical to the alternate 1 CSF that we have on file if this is removed.

On Alternate 2, there are several use sites that are not on both labels including:_
From what I understand about |
herefore this source would not be allowed on the CSF.
Given the changes to the CSFs are unacceptable would you like to withdraw both of the CSF Amendments that were
submitted?

Thank you,
Aline

From: Heffernan, Aline

Sent: Friday, June 02, 2017 9:44 AM

To: 'Miksztal, Maureen' <miksztalm@troycorp.com>
Subject: RE: 5383-193/192

5383-192 has not been assigned yet so | have not taken a look at the CSFs yet. The information | gave was for 5383-193,
the 50% product.

Aline

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]
Sent: Friday, June 02, 2017 9:38 AM

To: Heffernan, Aline <heffernan.aline@epa.gov>

Subject: RE: 5383-193/192

Thank you. | am only referring to the 50% action and not the 25% which is where there is a rounding
error.

Maureen

From: Heffernan, Aline [mailto:heffernan.aline@epa.qgov]
Sent: Friday, June 02, 2017 9:05 AM

To: Miksztal, Maureen

Subject: RE: 5383-193/192

Maureen,

It is not possible to reconsider an alternate timing. If the action is assigned to me, 1 will likely be able to get it to you
before the 3 month deadline but if it isn’t | cannot speak for the other reviewers on my team.

| have taken a look at the products again and there are differences in the certified limits that go beyond rounding errors.



Thank you,
Aline

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]
Sent: Thursday, June 01, 2017 4:49 PM

To: Heffernan, Aline <heffernan.aline@epa.gov>

Subject: RE: 5383-193/192

Ok. Is it possible to consider alternate timing since the initial submission was inappropriately
rejected based on the labeling?

Thanks for all of your help.

Maureen

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov]
Sent: Thursday, June 01, 2017 4:29 PM

To: Miksztal, Maureen
Subject: RE: 5383-193/192

The official timeline is a three month review. If it gets assigned to me, | should be able to turn it around faster. At this
time however there is no guarantee that it will be assigned to me.

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]
Sent: Thursday, June 01, 2017 11:17 AM

To: Heffernan, Aline <heffernan.aline@epa.gov>

Subject: RE: 5383-193/192

What will the timeline be for the 50% product this was denied in error?

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov]
Sent: Thursday, June 01, 2017 11:06 AM

To: Miksztal, Maureen

Cc: Murasaki, Seiichi

Subject: 5383-193/192

Maureen,
Thank you for the call this morning and this is a follow up as per our discussion.

For 5383-192, the 25% product, please resubmit the corrected cover letter through the portal. If the package has been
submitted please do not resubmit the entire data package, just resubmit the cover letter. If the product was submitted
this morning or earlier this week it might take a few days to get into our system for the resubmission to be possible.

For 5383-193, the 50% product, please remove the source we discussed. I've checked the other sources on the CSF as
well. The second source on the CSF fron-And the third source also from _In
other words only the first source listed on the CSF would be acceptable. Please resubmit the whole action with these
changes.

I will include this email exchange in the jacket so if another reviewer is assigned the action they will know what we
talked about.
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Thank you,

Aline Heffernan

Regulatory Management Branch 1
Antimicrobials Division

Office of Pesticide Programs
703-347-8602



Please read instructions on reverse before completing form. Form Approved, OMB No. 2070-0060, Approval expires 05-31-98

Vo § EPA United States [J Registration OPP i{dentifier Number

‘." Environmental Protection Agency XI Amendment XXXXXX
Washington, DC 20460 ] Other:
Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
5383-193 Julie Chao
?VIECISEF::EY/‘GD' E’%‘g’é(Name) ggﬂ# & None D Restricted
5. Name and Address of Applicant (/nclude ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Troy Chemical Corporation (b)(I), my product is similar or identical in composition and labeling
¢/o Troy Corporation to:
8 Vreeland Road EPA Reg. No
Florham Park, N.J. 07932

PLEASE SEND ALL CORRESPONDENCE 1@ | Product Name

“CONTACT POINT” LISTED BELOW
D Check if this is a new address

Section -1l
& Amendment — Explain below. |:] Final printed labels in response to Agency letter dated 5/4/2016
D Resubmission in response to Agency letter dated D “Me Too” Application
I:, Notification - Explain below. D Other - Explain below

Explanation: Use additional page(s) if necessary. (For Section | and Section [l.)

Troy Corporation is submitting a CSF amendment.

Section - il
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
D Yes* D Yes |__-| Yes [:I Metal
X No No X nNo X Piastic
If “Yes” No. per If “Yes” No. per D Glass

*Certification must Unit Packaging wt. container Package wgt. container l—_—J Paper
be submitted ] other (specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
X Lavel ] container 40 Ib pail, 100 Ib and 450 Ib drum, X on Label

2200 Ib tote and bulk [] On labeling accompanying product
6. Manner in Which Label is Affixed to Product O Lithograph [J other

X Paper glued

[ Stenciled

Section - IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)
Name Title Telephone No. (Include Area Code)
Maureen Miksztal Senior Regulatory Manager (973) 443-4200 ext. 2285
Certification 6. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. | Received
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both {Stamped)
under applicable law.
2. Signature 3. Title
Weeraan M Senior Regulatory Manager

4. Typed Name [ 5. Date
Maureen Miksztal 5/15/2017

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete White- EPA File Copy (original) Yellow- Applicant Copy






Form approved. OMB NO. 2070-0060. Approval Expires 1-30-93

United States Environmental Protection Agency

n Washington, D.C. 20460
\" EPA Formulator’s Exemption Statement
(40 CFR 152.85)
Applicant’'s Name and Address EPA File Symbol/Registration Number
Troy Chemical Corporation 5383-193
One Avenue L, Newark, N.J. 07105 Product Name
oo MERGAL GLT50
T C o Date of Confidential Statement of Formula (EPA Form 8570-4)
T0y--0rporaty May 31, 2017
8 Vreeland Rd. Florham Park, N.J. 07932

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

(1) This product contains the following active ingredient(s):
Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:

(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).

OR

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with
the EPA is complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source
Active Ingredient Product Name Rec_}istration Number
Glutaraldehyde, 50% —— |_
OR OR
OR OR
OR OR
OR OR
Signature Name and Title Date
7’Z W Maureen Miksztal 513112017
oL Senior Regulatory Manager
EPA Form 8570-27 (Rev. 7-91) White - EPA copy Yellow - Applicant copy

*Product ingredient source information may be entitled to confidential treatment* 8



Please read instructions on reverse before completing form. Form Approved, OMB No. 2070-0060, Approval expires 05-31-98

Vo EPA United States [] Registration OPP identifier Number

\.’ Environmental Protection Agency XI Amendment XXX XXX
Washington, DC 20460 D Other:
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
5383-193 Julie Chao
4. Company/Product (Name) PM# "
MERGAL GLT50 33 & None D Restricted
5. Name and A_ddress of Applicaflt (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Troy Chemical Corporation (b){l), my product is similar or identical in composition and labeling
- ¢/o Troy Corporation to:

8 Vreeland Road EPA Reg. No
Florham Park, N.J. 07932 Product Name

PLEASE SEND ALL CORRESPONDENCE TO

“CONTACT POINT” LISTED BELOW
D Check if this is a new address

Section -l
IE Amendment — Explain below. D Final printed labels in response to Agency letter dated
[:| Resubmission in response to Agency letter dated D “Me Too” Application
D Notification - Explain below. E Other - Explain below

Explanation: Use additional page(s) if necessary. (For Section | and Section [l.)

Amend Alternate CSF1

Section -l
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
D Yes* D Yes D Yes D Metal
> No X No X no X Plastic
f “Yes” No. per If “Yes” No. per I:] Glass

*Certification must Unit Packaging wit. container Package wgt. container D Paper
be submitted [] other (specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
Label [] container 40 Ib pail, 100 Ib and 450 Ib drum, <] On Label

2200 Ib tote and bulk [ ] on labeling accompanying product
6. Manner in Which Label is Affixed to Product [] Lithograph [J other

X Paper glued

[] stenciled

Section - IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)
Name Title Telephone No. (Include Area Code)
Maureen Miksztal Senior Regulatory Manager (973) 443-4200 ext. 2285
Certification 6. Date Application
| certify that the statements | have made on this form and ail attachments thereto are true, accurate and compiete. | Received
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both (Stamped)
under applicable law.
2. Signature 3. Title
Wernaan Weiba: Senior Regulatory Manager
4. Typed Name (04 5. Date
Maureen Miksztal 5/31/12017
EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete White- EPA File Copy (original) Yellow- Applicant Copy






Form approved. OM.  J. 2070-0060. Approval Expires 1-30-83

United States Environmental Protection Agency

n Washington, D.C. 20460
‘.’ EPA Formulator's Exemption Statement
(40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number
Troy Chemical Corporation 5383-193
One Avenue L, Newark, N.J. 07105 Product Name
oo MERGAL GLT50
Troy Corporation ([i)/itlez :: 7Conﬁdemlal Statement of Formula (EPA Form 8570-4)
8 Vreeland Rd. Florham Park, N.J. 07932

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

(1) This product contains the following active ingredient(s):
Glutaraidehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:
(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is

attached to this statement. That formula statement indicates, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).
OR

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with
the EPA is complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registration Number

Glutaraldehyde, 50% -

OR

o

OR
L
OR
OR

IO lOI o
A Py Py

Signature Name and Title Date
. Maureen Miksztal 6/1/2017
Wacnean MKZZZI Senior Regulatory Manager
EPA Form 8570-27 (Rev. 1-91) White - EPA copy Yellow - Applicant copy

*Product ingredient source information may be entitled to confidential treatment*






From: Heffernan, Aline [mailto:heffernan.aline@epa.gov]
Sent: Thursday, June 01, 2017 4:29 PM

To: Miksztal, Maureen

Subject: RE: 5383-193/192

The official timeline is a three month review. If it gets assigned to me, | should be able to turn it around faster. At this
time however there is no guarantee that it will be assigned to me.

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]
Sent: Thursday, June 01, 2017 11:17 AM

To: Heffernan, Aline <heffernan.aline@epa.gov>

Subject: RE: 5383-193/192

What will the timeline be for the 50% product this was denied in error?

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov]
Sent: Thursday, June 01, 2017 11:06 AM

To: Miksztal, Maureen

Cc: Murasaki, Seiichi

Subject: 5383-193/192

Maureen,
Thank you for the call this morning and this is a follow up as per our discussion.

For 5383-192, the 25% product, please resubmit the corrected cover letter through the portal. If the package has been
submitted please do not resubmit the entire data package, just resubmit the cover letter. If the product was submitted
this morning or earlier this week it might take a few days to get into our system for the resubmission to be possible.

For 5383-193, the 50% product, please remove the source we discussed. I've checked the other sources on the CSF as
well. The second source on the CSF from-nd the third source also from_ln
other words only the first source listed on the CSF would be acceptable. Please resubmit the whole action with these
changes.

| will include this email exchange in the jacket so if another reviewer is assigned the action they will know what we
talked about.

Thank you,

Aline Heffernan

Regulatory Management Branch 1
Antimicrobials Division

Office of Pesticide Programs
703-347-8602

*Product ingredient source information may be entitled to confidential treatment*
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Heffernan, Aline

From: Miksztal, Maureen <miksztalm@troycorp.com>

Sent: Monday, May 29, 2017 10:34 PM

To: Heffernan, Aline

Cc: Murasaki, Seiichi

Subject: Replacements documents for alternate CSF amendment (5383-193)
Attachments: MERGAL GLT50_altcsf2_5383-193_052917 signed.pdf; EPA8570-27

(Formulator'sExemption Statement) MERGAL GLT50 signed.pdf

Discard earlier message from today.
Business Confidential

5/29/2017

Regards,

*Claimed confidential by submitter®

Maureen

Maureen Miksztal

Senior Regulatory Manager

Product Registration

Troy Corporation|8 Vreeland Road| Florham Park NJ 07932
(973) 443-4200 Ext. 2285

(973) 216-1083 Mobile
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TROY

This email angd any fites transmitted with it are confidentic! and intended solely for the use of
the individeual er entity to wihaem they are addressed. If ysu have received this emaoil in error,
please notify the sender immediotely and defete this e-mal from your system. If you are not
the intended recipient, you are notificd thet disclosing, copying, distributing, or taking any
action on the contents af this information is strictly prohibited.

From: Heffernan, Aline [mailto:heffernan.aline@epa.gov]
Sent: Friday, May 26, 2017 12:48 PM

To: Miksztal, Maureen

Cc: Murasaki, Seiichi

Subject: RE: EPA Completed Action (5383-193) Unacceptable

Maureen,
It is the second source on the CSF dated 5/15 and it is also 6™ source that is listed on the formulator’s exemption form.

As a note the second source on the formulator’s exemption form, is not accepted. It is the product that has two reg.
numbers, the first one listed is not on an approved CSF.

If you are still unsure on which products | am talking about | will be happy to call to give you the reg. numbers. | don’t
want to disclose them as the Agency cannot secure any CBI that is sent over email.

Thank you,

Aline

From: Miksztal, Maureen [mailto:mikszialm@troycorp.com]
Sent: Friday, May 26, 2017 11:29 AM

To: Heffernan, Aline <heffernan.aline@epa.gov>

Cc: Murasaki, Seiichi <Murasaki.Seiichi@epa.gov>

Subject: Re: EPA Completed Action (5383-193) Unacceptable

| do have questions. Please confirm which one of the sources is in question with different limits. | will take that off and
we can get the others on the CSF.

Thank you
Maureen

Sent from my iPhone

On May 26, 2017, at 4:43 PM, "Heffernan, Aline" <heffernan.aline @epa.gov> wrote:

Maureen,

| spoke with Seiichi and we decided the uses since the would not require new data they would fall under
the same use categories that are on the label. | looked into the jackets for the products that are on the
CSF there is an issue with the second source. The certified limits for that source are different than the



certified limits on the CSF. ., source would not be accepted, all source. .ra 100% repack have to
have the same certified limits.

Please let me know if you have any other questions,

Aline

From: Heffernan, Aline

Sent: Wednesday, May 24, 2017 2:42 PM

To: 'Miksztal, Maureen' <miksztalm@troycorp.com>

Cc: Murasaki, Seiichi <Murasaki.Seiichi@epa.gov>

Subject: RE: EPA Completed Action (5383-193) Unacceptable

Maureen,

I will discuss it with Seiichi tomorrow since it looks like he is the one who originally signed off on the

formulator’s exemption. My concern is that the products that are on the formulator’s exemption that

have the uses are not on the CSFs. | am not sure if there has been adequate data compensation for
these uses if the product is not actually being purchased.

Aline

From: Miksztal, Maureen [mailto:miksztalm @troycorp.com]
Sent: Tuesday, May 23, 2017 5:51 PM

To: Heffernan, Aline <heffernan.aline @epa.gov>

Subject: Re: EPA Completed Action (5383-193) Unacceptable

Thank you for your explanation. Have you looked in the jacket to review how these uses were
added. They are an extension of the ||| I hich is on all three labels. Please
review the earlier label amendment approved by EPA. The same scenario is applicable here.
Please comment.

Thank you.

Maureen Miksztal

Sent from my iPhone

On May 23, 2017, at 2:31 PM, "Heffernan, Aline" <heffernan.aline @epa.gov> wrote:

Maureen,

All three of the sources on the CSF are missing the same three uses. The labels does not
have the

Since these uses are not on the alternate sources there either needs to be data comp to
the sources that do have these sites or the label for 5383-193 should be edited so those
use sites are removed.
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If you have any other questions please let me know and | would be nappy to discuss it
further with you.

Thank you,

Aline

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]
Sent: Saturday, May 20, 2017 2:51 AM

To: Heffernan, Aline <heffernan.aline@epa.gov>

Subject: Fwd: EPA Completed Action (5383-193) Unacceptable

Good morning. Thank you for the quick response.

Please let me know what use site you are referring to and which product? They all have
same use profiles and are 100percent repack.

Thank you,
Maureen
Sent from my iPhone

Begin forwarded message:

From: "Heffernan, Aline" <heffernan.aline@epa.gov>

Date: May 19, 2017 at 3:28:20 PM GMT+2

To: "Miksztal, Maureen" <miksztalm@troycorp.com>

Cc: OPP AD Ombudsman <QPP_AD Ombudsman@epa.gov>, "Hebert,
John" <Hebert.John@epa.gov>, "Murasaki, Seiichi"
<Murasaki.Seiichi@epa.gov>

Subject: EPA Completed Action (5383-193) Unacceptable

Maureen,

Please see attached letter and let me know if you have any questions or
comments.

Thank you,

Aline Heffernan

Regulatory Management Branch 1
Antimicrobials Division

Office of Pesticide Programs
703-347-8602






TROY

This evnail and eny files transmitted with it are confidentiol and intended salely far the use of
the individeal or cntity to whom they are addressed. IF pou howe received this email in error,
please natify the sender immediately and detete this e-metl from your system. If you are not
the intended recipien!, you are potified that disclosing, copying, distributing, or toking any
action on the comtents of this infarmaotion Is strictly prabibited,

From: helpdesk@epacdx.net [mailto:helpdesk@epacdx.net]
Sent: Monday, May 22, 2017 12:16 PM

To: Golick, Patti

Subject: CDX PSP Package Status Update: Milestone 1 Completed

The status of your PSP package (Mergal GLT50) is: Milestone 1 Completed.

Below are the application(s) included in this package and their tracking number(s):
Sec3-Amend-000001: CDX 2017 003515

Company Name: TROY CORPORATION
Company Number: 5383

If you have questions concerning this message, you may contact the CDX Help Desk by email at
helpdesk@epacdx.net or by calling the CDX Technical Support Staft through our toll free telephone support on
(888) 890-1995 between Monday through Friday from 8:00 am to 6:00 pm EST/EDT. For International callers,
the CDX Help Desk can also be reached at (970) 494-5500.

CDX Homepage
https://cdx.epa.gov

United States Environmental Protection Agency - Central Data Exchange



Form approved. OM. . 2070-0060. Approval Expires 1-30-93

<7 EPA

United States Environmental Protection Agency
Washington, D.C. 20460

Formulator’'s Exemption Statement
(40 CFR 152.85)

Applicant’s Name and Address
Troy Chemical Corporation

One Avenue L, Newark, N.J. 07105

c/o
Troy Corporation

8 Vreeland Rd. Florham Park, N.J. 07932

EPA File Symbol/Registration Number
5383-193

Product Name
MERGAL GLTS0

Date of Confidential Statement of Formula (EPA Form 8570-4)
May 29, 2017

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

(1) This product contains the following active ingredient(s):

Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:

(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with
the EPA is complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient

Glutaraldehyde, 50%

OR

OR
OR OR
— _
h ;
OR OR
OR OR
Signature Name and Title Date
7 zz W 2 Maureen Miksztal 5129/2017
W Senior Regulatory Manager
EPA Form 8570-27 (Ret"7-91) White - EPA copy Yellow - Applicant copy

*Product ingredient source information may be entitled to confidential treatment*












Form approved. OMB NO. -0060. Approval Expires 1-30-93

United States Environmental Protection Agency

n Washington, D.C. 20460
‘." EPA Formulator’s Exemption Statement
(40 CFR 152.85)

Applicant's Name and Address EPA File Symbol/Registration Number
Troy Chemical Corporation 5383-193
One Avenue L, Newark, N.J. 07105 Product Name
olo MERGAL GLT50
Troy Corporation nD:;t: 10; (Zz%r;t;dential Statement of Formula (EPA Form 8570-4)
8 Vreeland Rd. Florham Park, N.J. 07932 ’

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

(1) This product contains the following active ingredient(s):
Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:

(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).

OR

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with
the EPA is complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source
Active Ingredient Product Name Registration Number
Glutaraldehyde, 50% "
OR

IO
Py

®)
py)

)
P

IO
P)

o
py)

o
p)

OR
OR
OR
OR
I
OR
|

Signature Name and Title Dale
7 ZZ 7zz H é Maureen Miksztal 5/15/2017
M Senior Reguiatory Manager

EPA Form 8570-27 (Rev~7-91) White - EPA copy Yellow - Applicant copy

*Product ingredient source information may be entitled to confidential treatment* 24



Please read instructions on reverse before comp: ; form. Form Approved, 3 No. 2070-0060, Approval expires 05-31-98

F o EP A United States [] Registration OPP ldentifier Number
‘." Environmental Protection Agency Amendment XOXOXXXX
Washington, DC 20460 [] Other:
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
5383-193 Julie Chao
4. Company/Product (Name) PM# N Restricted
MERGAL GLT50 33 one [ Restrice
5. Name and Address of Applicant (Include ZIP Code) 8. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Troy Chemical Corporation (b)(1), my product is similar or identical in composition and labeling
¢/o Troy Corporation to:
8 Vreeland Road EPA Reg. No

Florham Park, N.J. 07932
PLEASE SEND ALL CORRESPONDENCE To | Product Name
“CONTACT POINT” LISTED BELOW

D Check if this is a new address

Section -l
& Amendment — Explain below. I:I Final printed labels in response to Agency letter dated 5/4/2016
D Resubmission in response to Agency lefter dated D “Me Too" Application
E] Notification - Explain below. |:| Other - Explain below

Explanation: Use additional page(s) if necessary. (For Section | and Section Il.)

Troy Corporation is submitting a CSF amendment.

Section - IlI

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
D Yes* D Yes D Yes |___I Metal
X No Xl No X No X Plastic
If “Yes” . No. per If “Yes” No. per L__| Glass

*Certification must Unit Packaging wt. container Package wgt. container D Paper
be submitted [ ] other (Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
X Label [] container 40 Ib pail, 100 Ib and 450 Ib drum, On Label

2200 Ib tote and bulk [] on labeling accompanying product
6. Manner in Which Label is Affixed to Product [ Lithograph L] Other

X Paper glued

[1 stenciled

Section - IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)
Name Title Telephone No. (Include Area Code)
Maureen Miksztal Senior Regulatory Manager (973) 443-4200 ext. 2285
Certification 6. Date Application
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. | Received
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both (Stamped)
under applicable law.
2. Signature 3. Title
Wozeraen M Senior Regulatory Manager
4. Typed Name / 5. Date
Maureen Miksztal 5/15/2017
EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete White- EPA File Copy (original) Yellow- Applicant Copy
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miksztalm@troycorp.com

| _ Print Letter ’,

Enter More Information

Tracking y
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PROCESSING REQUEST

Reg # 5383-193 Decision # 520747

Description: Updated Basic CSF

Electronic Label & Letter Non Electronic

| OR Label & Letter
(see PPLS): (Scanning required):
[] Dated: [ ] Dated:

*#*Only one label type should be selected***

Other Materials Sent (see jacket):

S{\]ew CSF(s) Dated:  8/11/16

[ ] Other:

File this coversheet and attached materials in the jacket. It must be well organized
and clipped together, NOT STAPLED. Then give the jacket with the coversheet and
materials to staff in the Information Services Center (ISC) (Room S-4900). If a
jacket is full or only available as an image, please file materials in a new jacket and
bring it down to the (ISC). For further information please call 703-605-0716.

Reviewer: Julie Chao

Division: AD/RMB1

Phone: 308-8735 Date: 8/29/16
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

&

(NOHIAYy
¥ agenct

7 Pno“"d‘
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

January 10, 2017

Maureen Miksztal

Senior Regulatory Manager
Troy Chemical Corporation
c¢/o Troy Corporation

8 Vreeland Road

Florham Park, NJ 07932

Subject: Label Amendment — Updated Label Language
Product Name: Mergal GLT50
EPA Registration Number: 5383-193
Application Date: June 14, 2016
Decision Number: 518480

Dear Ms. Miksztal:

The amended label referred to above, submitted in connection with registration under the Federal
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not
affect any conditions that were previously imposed on this registration. You continue to be
subject to existing conditions on your registration and any deadlines connected with them.

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all
previously accepted labeling. You must submit one copy of the final printed labeling before you
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c),
you may distribute or sell this product under the previously approved labeling for 18 months
from the date of this letter. After 18 months, you may only distribute or sell this product if it
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.

Should you wish to add/retain a reference to the company’s website on your label, then please be
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide
Act and is subject to review by the Agency. If the website is false or misleading, the product
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition,
regardless of whether a website is referenced on your product’s label, claims made on the
website may not substantially differ from those claims approved through the registration process.
Therefore, should the Agency find or if it is brought to our attention that a website contains false
or misleading statements or claims substantially differing from the EPA approved registration,
the website will be referred to the EPA’s Office of Enforcement and Compliance.

Your release for shipment of the product constitutes acceptance of these conditions. If these
conditions are not complied with, the registration will be subject to cancellation in accordance
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PRODUCT INFORMATION SHEET

MERGAL® GLT50 EPA REG. NO. 5383-193
This document must accompany each shipment of MERGAL GLT50

DIRECTIONS FOR USE
It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

AQUEOUS METALWORKING FLUIDS: Mergal GLT50 should be added to a metal working fluid system at a point
of uniform mixing such as the fluid collection tank. Additions may be made intermittently (SLUG DOSE) at intervals
of one week or less.

Initial Dose: When the system is noticeably fouled, apply 2.4 to 7.2 fluid ounces (100 to 300 ppm active) of Mergal
GLT50 per 100 gallons of metal working fluid to the system. Repeat until control is achieved.

Subsequent Doses: When microbial control is evident, add 0.95 to 4.8 fluid ounces (40 to 200 ppm active) of
Mergal GLT50 per 100 gallons of metal working fluid to the system weekly, or as needed to maintain control. Badly
fouled systems must be cleaned before treatment is begun.

WATER BASED CONVEYOR LUBRICANTS (Brewery, Juice, Dairy, Beverage, and Food Processing
Systems): Avoid contamination of food in application of product. Thoroughly clean all tracks and conveyors to
remove gross soil. Rinse well. Use an automatic feed system to provide 1.2 to 7.2 fluid ounces (50 to 300 ppm
active) of Mergal GLT50 per 100 gallons of diluted lubricant.

AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS
WATER SYSTEMS: This product may be used only in industrial air washers and air washer systems which have
mist-eliminating components. For control of microbial growth, Mergal GLT50 should be added at the application
rates described below to a water treatment system at a convenient point of uniform mixing such as the basin area.
Addition may be made intermittently (SLUG DOSE) or continuously. Badly fouled systems can be shock treated with
MERGAL GLT50. Under these conditions, blowdown should be discontinued for up to 24 hours. MERGAL GLT50
can be used in industrial process water systems that contain ultra-filtration units and non-medical reverse osmosis
membranes (where approved for compatibility by the membrane manufacturer) and associated distribution systems.
INTERMITTENT (SLUG DOSE) METHOD

Initial dose: When the system is noticeably fouled, apply 12 to 24 fluid ounces of MERGAL GLT50 per 1000 gallons
of water in the system. Repeat until control is achieved.

Subsequent dose: When microbial control is evident, add 4.8 to 12 fluid ounces of MERGAL GLT50 per 1000
gallons of water in the system weekly, or as needed to maintain control. Badly fouled system must be cleaned
before treatment is begun.

CONTINUOUS FEED METHOD

Initial dose: When the system is noticeably fouled, apply 12 to 24 fluid ounces of MERGAL GLT50 per 1000 gallons
of water in the system.

Subsequent dose: Maintain this treatment level by starting a continuous feed of 2.4 to 12 fluid ounces of MERGAL
GLT50 per 1000 gallons of water in the system per day. Badly fouled system must be cleaned before treatment is
begun.

SERVICE WATER AND AUXILLARY SYSTEMS: For control of microbial growth, MERGAL GLT50 should be used
at the same application rates and in the same manner as described above. It should be added to the system at a
point that will allow for uniform mixing throughout the system.

HEAT TRANSFER SYSTEMS: (Evaporative Condensers, Dairy Sweetwater Systems, Hydrostatic Sterilizers and
Retorts, and Pasteurizers and Warmers) For control of microbial growth, MERGAL GLT50 should be used at the
same application rates, and in the same manner as described above. It should be added to the system as a point of
uniform mixing such as a basin area, sump area, or other reservoir or collection area from which the treated water
will be circulated uniformly throughout the system.

INDUSTRIAL WASTEWATER SYSTEMS: (Wastewater system, wastewater sludge and wastewater holding tanks)
MERGAL GLT50 should be added to a wastewater system or sludge at a convenient point of uniform mixing such
as the digester. For control of microbial growth, add 5.4 to 27 fluid ounces (450 to 2,250 ppm) MERGAL GLT50 per
100 gallons of wastewater or sludge.

Page 1 of 3
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PRODUCT INFORMATION SHEET

MERGAL® GLT50 EPA REG. NO. 5383-193
This document must accompany each shipment of MERGAL GLT50

PAPER MILLS AND PAPER MILL PROCESS WATER SYSTEMS MERGAL GLT50 should be added to the paper
making system at a point of uniform mixing such as the beaters, broke chest pump, save-all tank, or white water
tank.

Initial Dose: When the system is noticeably contaminated, add 0.5 to 3.0 Ibs. of MERGAL GLT50 per ton of pulp or
paper (dry basis) as a slug dose. Repeat until control is achieved. Heavily fouled systems should be boiled out prior
to initial treatment.

Subsequent Dose: When microbial control is evident, add 0.3 to 2.0 Ibs. of MERGAL GLT50 per ton of pulp or
paper (dry basis) as a slug dose as necessary to maintain control.

PIGMENTS AND FILLER SLURRIES FOR PAPER AND PAPERBOARD (For use in food and non-food contact
pigments and filler slurries). Use from 0.1to 0.6 Ibs. of MERGAL GLT50 per 1000 Ibs. dry powder to produce a
concentration of 100 to 600 ppm as product (based on slurry solids) in the mixed slurry.

REVERSE OSMOSIS MEMBRANES

For effective preservation of reverse osmosis elements (where approved for compatibility by membrane
manufacturer), immerse elements in a tank containing 0.2% to 2.0% MERGAL GLT50. MERGAL GLT50 can
also be added to in-line recirculating systems for preservation of installed out-of-service reverse osmosis
equipment (where approved for compatibility by membrane manufacturer). Add 0.2% to 2.0% MERGAL GLT50
to the tank in the circulating system. Maintain the concentration of MERGAL GLT50 by periodic addition to
counteract any system leakage.

WATER FLOODS: Mergal GLT50 should be added to a water flood system at a point of uniform mixing for
effective microbial control.

Initial Treatment: When the system is noticeably contaminated, add 100 to 5,000 ppm Mergal GLT50 to the
system (0.1 to 4.7 gallons Mergal GLT50 per 1,000 gallons flood water). Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 20 to 5,000 ppm Mergal GLT50 (0.02 to 4.7 gallons
Mergal GLT50 per 1,000 gallons flood water) to the system weekly, or as needed to maintain control.

Mergal GLT50 is especially recommended for controlling sulfate reducing bacteria in water to be used for polymer
treated water-flood programs. Mergal GLT50 does not interfere with the viscosity characteristics of the polymer
agent. Mergal GLT50 may be applied in systems used to treat injection water immediately ahead of water de-
oiling equipment such as an air flotation unit in the clear water holding tank or at the suction side of the injection
pump. Mergal GLT50 should be used full strength in concentration of 15 ppm of Mergal GLT50 on a continuous
basis or in slug applications to 2,500 ppm of Mergal GLT50 or higher concentrations as needed (1/4 pint per 1,00
gallons equals approximately 15 ppm). A typical slug application is one quart per 1,000 gallons.

FRAC FLUIDS (Product not registered for this use in the state of California): Mergal GLT50 reduces
bacterial contamination and degradation of fracturing fluids and gels used in oil and gas well stimulations. Add
Mergal GLT50 to the frac water storage tanks or directly in to the well head injection pipeline as the water is being
pumped down-hole. Dose range: Mergal GLT50 should be added at a rate of 100 to 5,000 ppm (0.95 to 47
gallons per 10,000 gailons) depending on the degree of bacterial fouling in the source water.

DRILLING, COMPLETION and WORKOVER FLUIDS: Mergal GLT50 should be added to a drilling fluid system
at a point of uniform mixing such as the circulating mud tank.

Initial treatment: Add 50 to 1,000 ppm Mergal GLT50 (0.2 to 4.0 gallons Mergal GLT50 per 100 barrels of fluid)
to a freshly prepared fluid depending on the severity of contamination.

Maintenance dosage: Maintain a concentration of 50 to1,000 ppm Mergal GLT50 by adding 0.2 to 4.0 gallons of
Mergal GLT50 per 100 barrels of additional fluid, or as needed, depending on the severity of contamination.

PACKER FLUIDS: Mergal GLT50 should be added to a packer fluid at a point of uniform mixing such as a
circulating holding tank. Add 50 to 600 ppm Mergal GLT50 (0.2 to 2.4 gallons Mergal GLT50 per 100 barrels of
fluid) to a freshly prepared fluid depending on the severity of contamination. Seal the treated packer fluid in the
wall between the casing and production tube.

Page 2 of 3
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PRODUCT INFORMATION SHEET

MERGAL® GLT50 EPA REG. NO. 5383-193
This document must accompany each shipment of MERGAL GLT50

OIL PRODUCTION and TRANSMISSION PIPELINES and SYSTEMS (Not registered for this use in the state
of California): Mergal GLT50 should be added to an oil production or transmission line via direct injection. The
application should be conducted to ensure maximum distribution of Mergal GLT50 throughout the entire internal
pipeline surface by adding a sufficient amount of biocide to detect / measure a residual concentration at the back
end of the pipeline system. Criteria for success of the treatment will be a reduction in bacterial counts and / or
reduced corrosion rates. To facilitate application, it may be desirable to dilute the Mergal GLT50 with an
appropriate solvent immediately before use. The concentration in the solvent should not fall below an active
concentration range of 500 to 5,000 ppm based on the volume of water in the pipeline. Injections to the system
should be weekly or as needed to maintain control.

GAS PRODUCTION and TRANSMISSION PIPELINES and SYSTEMS (Not registered for use in the state of
California): Mergal GLT50 should be added to a gas production or transmission line via direct injection. The
application should be conducted to ensure maximum distribution of Mergal GLT50 throughout the entire internal
pipeline surface by adding a sufficient amount of biocide to detect / measure a residual concentration at the back
end of the pipeline system. Criteria for success of the treatment will be a reduction in bacterial counts and / or
reduced corrosion rates. To facilitate application, it may be desirable to dilute the Mergal GLT50 with an
appropriate solvent immediately before use. The concentration in the solvent should not fall below an active
concentration range of 500 to 5,000 ppm based on the volume of water in the pipeline. Injections to the system
should be weekly or as needed to maintain control.

GAS STORAGE WELLS and SYSTEMS: Individual injection wells should be treated with sufficient quantity of
Mergal GLT50 to produce a concentration of 500 to 5,000 ppm Mergal GLT50 when diluted by the water present in
the formation. Injection should take place before gas is injected (during the summer). Injections should be
repeated yearly, or as needed to maintain microbial control. Individual drips should be treated with a sufficient
quantity of Mergal GLT50 to produce a concentration of 200 to 2,000 ppm Mergal GLT50 when diluted by the water
present in the drip. Injections should be repeated yearly, or as needed to maintain control.

HYDROTESTING: Water used to hydro-test pipelines or vessels should contain 100 to 4,000 ppm Mergal GLT50
(0.1 to 3.8 gallons Mergal GLT50 per 1,000 gallons water), depending on water quality and length of time the
equipment will remain idle.

PIPELINE PIGGING and SCRAPING OPERATIONS: Add Mergal GLT50 to a slug of water immediately following
the scraper (ideally this water volume can be kept to a minimum and contained between the scraper and a trialing
pig). Sufficient Mergal GLT50 should be added to produce a concentration of 0.1 to 1.0% (0.1 to 0.95 gallons
Mergal GLT50 per 100 gallons water), depending on the length of the pipeline and the severity of biofouling.

TROY CHEMICAL CORPORATION
One Avenue L
Newark, N.J. 07105

14June2016MM

Page 3 of 3
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*Product ingredient source information may be entitled to confidential treatment*

Oiguenblik, Emilia

From: Murasaki, Seiichi

Sent: Thursday, January 05, 2017 1:25 PM

To: Oiguenblik, Emilia

Subject: RE: 5383-192 and 5383-193 are not closed yet
Emilia,

| can help you with these. Julie left me the jacket for 5383-192. It looks like the FOIA team has the jacket for 5383-193.

Back in August, Julie sent Maureen an email outlining objections/deficiencies with these submissions; then in September,
Maureen sent you an email with attachments.

93, it appears that she wants to address the generic data compensation requirements with only a formulator's
u).

For 5383-1
exemption

If 56383-192 is similar, let's handle in the same way.

Thanks!
Seiichi

From: Oiguenblik, Emilia

Sent: Wednesday, January 04, 2017 3:44 PM

To: Murasaki, Seiichi <Murasaki.Seiichi@epa.gov>
Subject: 5383-192 and 5383-193 are not closed yet

Hi Seiichi,

These submissions ( both of them are 302) are not logged out, and jackets are just signed for me.
Thanks,

Emilia Oiguenblik

Antimicrobial Division

S-8824

Telephone: 703-347-0199
Email: Oiguenblik. Emilia@epa.gov
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Form approved. OMB NO. 2070-0060. Approval Expires 1-30-93

United States Environmental Protecti Jency

F @ | Washington, D.C. 20460
N A Formulator’s Exemption Statement
L Y 4
(40 CFR 152.85)
Applicant’s Name and Address EPA File Symbol/Registration Number
Troy Chemical Corporation 5383-193
One Avenue L, Newark, N.J. 07105 Product Name
c/o MERGAL GLT50
. Date of Confidential Statement of Formula (EPA Form 8570-4)

Troy Corporatlon September 8, 2016
8 Vreeland Rd. Florham Park, N.J. 07932

As an authorized representative of the applicant for registration of the product identified above, | here certify that:

(1) This product contains the following active ingredient(s):
Glutaraldehyde

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active
ingredient in the manufacturing, formulation or repackaging of another product which contains that active
ingredient, which is registered under FIFRA Section 3, is purchased by us from another producer, and is labeled
for at least each use for which my product is proposed to be labeled.

(3) Indicate by checking (A) or (B) below which paragraph applies:
(A) An accurate Confidential Statement of Formula (EPA Form 8570-4) for the above identified product is
attached to this statement. That formula statement indicates, by company name, registration number, and
product name, the source of the active ingredient(s) listed in paragraph (1).
OR

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8570-4) referenced above and on file with
the EPA is complete, current, and accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registration Number

Glutaraldehyde, 50%

I

OR

I

OR
I
OR

Signature Name and Title
M M o Maureen Miksztal 9/8/2016
Senior Regulatory Manager
EPA Form 8570-27 (Rev. 7~91) White - EPA copy Yellow - Applicant copy

*Product Source Information may be Entitled to Confidential Treatment*



*Product ingredient source information may be entitled to confidential treatment*

Oiguenblik, Emilia

From: Murasaki, Seiichi

Sent: Thursday, January 05, 2017 1:25 PM

To: Oiguenbilik, Emilia

Subject: RE: 5383-192 and 5383-193 are not closed yet
Emilia,

| can help you with these. Julie left me the jacket for 5383-192. It looks like the FOIA team has the jacket for 5383-193.

Back in August, Julie sent Maureen an email outlining objections/deficiencies with these submissions; then in September,
Maureen sent you an email with attachments.

For 5383-193, it appears that she wants to address the generic data compensation requirements with only a formulator’s
exermption (.

1f 5383-192 is similar, let's handle in the same way.

Thanks!
Seiichi

From: Oiguenblik, Emilia

Sent: Wednesday, January 04, 2017 3:44 PM

To: Murasaki, Seiichi <Murasaki.Seiichi@epa.gov>
Subject: 5383-192 and 5383-193 are not closed yet

Hi Seiichi,
These submissions ( both of them are 302) are not logged out, and jackets are just signed for me.
Thanks,

Emilia Oiguenblik

Antimicrobial Division

S-8824

Telephone: 703-347-0199

Email: Oiguenblik. Emilia@epa.gov
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From: Chao, Julie [mailto:Chao.Julie@epa.gov]
Sent: Saturday, August 27, 2016 1:22 PM

To: Miksztal, Maureen

Subject: 5383-192: Pending Label Amendment

Hi Maureen,
Same questions for 5383-192 as for 5383-193.

Thanks,
Julie

From: Chao, Julie

Sent: Saturday, August 27, 2016 1:16 PM

To: 'Miksztal, Maureen' <miksztalm @troycorp.com>
Subject: 5383-193: Pending Label Amendment

Hi Maureen,

Emilia Oiguenblik has been reviewing your label amendment application for 5383-193. | wanted to send you a direct
note about label amendments and the paperwork that needs to be submitted as part of such applications to ensure
efficient processing.

Because this amendment proposes to expand the current uses of the product, you need to be citing a similar registered
product with the same application rates, and also addressing data and data compensation requirements. Box 6 on the
8570-1 application form is required for fast-track amendments.

Your product is a repack of several different potential sources, and it is not clear to me that the specific uses you are
adding are on the labeis of the products you are repacking. In particular, the “Process Water and Raw Material Clean-
Up” use does not appear to match any of the uses on your source product labels. Typically, a product that is a repack of
another product may not add additional uses not on the source label. Maybe | am not understanding the use pattern,
but it seems to be broader and more generic than what is already on the label, suggesting that the product can be added
to process water or raw materials in any type of industrial manufacturing setting.

As outlined in the Pesticide Registration Manual, these types of label amendments qualify for an expedited (i.e., fast-
track) review when your application cites a similar product and its data. This allows us to do a quick comparison and
ensure that the proposed use and application rates have already been reviewed and approved by EPA. In this case, it is
not immediately clear to us what information is available to support your addition of “Process Water and Raw Material
Clean-Up” use.

Below are some excerpts from the Pesticide Registration Manual. In the future, | think we will be able to ensure more
efficient processing of applications if these requirements are met. In particular, any application that expands the
existing uses of a product really needs to cite a similar product (Box 6 on the application form) and address generic data
compensation. The data compensation can be addressed either through submission of a qualifying Formulator’s
Exemption statement (in this case, not clear if you qualify, since the source products do not appear to have this use on
their labels), or through a properly filled out data matrix and data compensation form.

Please let me and Emilia know how you want to proceed with this amendment request. 'li be in the office Mon, Tue,
Thurs, and Fri if you'd like to discuss over the phone. After September 5, | will be out of the office for five weeks, and
John Hebert will be handling Team 33 business.

Thank you,

4



Julie
(703) 308-8735

From Chapter 6 of the Pesticide Registration Manual:
Amendments Requiring No Scientific Review of Data (Fast Track)

Fast track amendments include labeling changes or basic or aiternate product formulation changes that do not require
supporting data. Fast track amendments are also not subject to PRIA fees (for further information on PRIA fees,

see Chapter 5).

If an amendment requests a change to a product that is “substantially similar” or “identical” to another product or
“differs only in ways that would not significantly increase the risk of unreasonable adverse effects on the environment”
from another product, the similar or identical product and its applicable data may be cited instead of submitting
required product-specific data. This amendment, now described as an “identical/substantially similar amendment,” was
formerly called a “me-too” amendment. Each applicant applying for an “identical/substantially similar” amendment

must comply with the data compensation procedures as discussed in FIFRA section 3(c)(1}(F). A discussion of these

requirements and the applicable forms are in Chapter 10 of this manual.

From Chapter 10 of the Pesticide Registration Manual:
When Materials Must Be Submitted to the Agency

information and materials required to demonstrate compliance with data compensation procedures must be submitted
at the time of application (40 CFR 152.84), unless it is determined that data compensation procedures do not apply to

the application 40 CFR 152.81(b).

Some of the uses that are not subject to data compensation as described in 40 CFR 152.81(b) are described here:
https://www.epa.gov/pesticide-registration/pesticide-registration-manual-chapter-10-data-compensation-
requirements#iprocedures

Examples of properly completed data compensation forms are available in Appendix D of the Pesticide Registration
Manual: https://www.epa.gov/pesticide-registration/pesticide-registration-manual-appendix-d-examples-completed-
forms-0
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*Product ingredient source information may be entitled to confidential treatment*

Please read instructions on reverse before completing form.

Form Approved, «

3 No. 2070-0060, Approval expires 05-31-98

<y EPA

United States

Environmental Protection Agency
Washington, DC 20460

[] Registration
X Amendment
g Other:

OPP Identifier Number

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager

3. Proposed Classification

5383-193 Julie Chao
4. Company/Product (Name) PM##
MERGAL GLT50 33

X None D Restricted

5. Name and Address of Applicant (Include ZIP Code)
Troy Chemical Corporation

c/o Troy Corporation

8 Vreeland Road

Florham Park, N.J. 07932

“CONTACT POINT” LISTED BELOW
D Check if this is a new address

PLEASE SEND ALL CORRESPONDENCE TO

to:

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(l), my product is similar or identical in composition and labeling

EPA Reg. No_

Product Name S
]

Section -l

& Amendment — Explain below.
D Resubmission in response to Agency letter dated
[ ] Notification - Explain below.

I:] Final printed labels in response to Agency letter dated 5/4/2016
I:] “Me Too" Application
D Other - Explain below

Explanation: Use additional page(s) if necessary. (For Section | and Section Il.)

Label amendment modifies directions for use and adds a phrase to precautionary statements.

Section - Il

1. Material This Product Will Be Packaged In:

E Label D Container

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
Yes* ] Yes [] vYes ] Metal
No No X No X Plastic
If “Yes’ _ No. per If “Yes” No. per D Glass
*Certification must Unit Packaging wt. container Package wgt. container D Paper
be submitted ] other (Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions

40 Ib pail, 100 Ib and 450 Ib drum,
2200 Ib tote and bulk

X] on Label

|:| On labeling accompanying product

O Lith

6. Manner in Which Label is Affixed to Product

ograph

X Paper glued
[] stenciled

[:] Other

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)

under applicable law.

Name Title Telephone No. (Include Area Code)
Maureen Miksztal Senior Regulatory Manager (973) 443-4200 ext. 2285
Certification 6. Date Application

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. |
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both

Received
(Stamped)

2. Signature 3. Tile

Waeeroan M Senior Regulatory Manager
4. Typed Name / 5. Date
Maureen Miksztal 9/8/2016

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete

White- EPA File Copy (original) Yellow- Applicant Copy
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Please read instructions on reverse before completing ...m. Form Approved, OML .0. 2070-0060, Approval expires 05-31-98

[] Registration OPP Identifier Number

(] Amendment XXXXXX
X Other:

Environmental Protection Agency
Washington, DC 20460

\l‘.\’ E P A United States

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
5383-193 Julie Chao

4. Company/Product (Name) PM# None Restricted
MERGAL GLT50 33 ‘Xl D

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Troy Chemical Corporation (b)(I), my product is similar or identical in composition and labeling
¢/o0 Troy Corporation to:
8 Vreeland Road EPA Reg. No
Florham Park, N.J. 07932

PLEASE SEND ALL CORRESPONDENCE TO

“CONTACT POINT” LISTED BELOW
|:| Check if this is a new address

Product Name

Section - I

D Amendment — Explain below. D Final printed labels in response to Agency letter dated 5/4/2016
I:l Resubmission in response to Agency letter dated D “Me Too” Application

@ Notification - Explain below. E] Other - Explain below

Explanation: Use additional page(s) if necessary. (For Section | and Section Il.)
Troy Corporation is submitting a notification per PR Notice 98-10 and consists of addition of a new production location to the
basic CSF. This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40CFR 152.46, and
no other changes have been made to the labeling or the confidential statement of formuia of this product. I understand that it
is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. | further understand that if this notification
is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and | may
be subject to enforcement action and penalties under sections 12 and 14 of FIFRA

Section -l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
D Yes* Yes D Yes D Metal
X No X No X No X Plastic

If"Yes” . No. per if “Yes” No. per D Glass
*Certification must Unit Packaging wt. container Package wgt. container D Paper
be submitted [ ] other (Specify)

& Label

3. Location of Net Contents Information
Container

4. Size(s) Retail Container

2200 Ib tote and bulk

40 b pail, 100 Ib and 450 ib drum,

5. Location of Label Directions
On Label
D On labeling accompanying product

6. Manner in Which Label is Affixed to Product

[J Lithograph
X Paper glued
[] stenciled

] other

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)

Name
Maureen Miksztal

Title

Senior Regulatory Manager

Telephone No. (Include Area Code)
(973) 443-4200 ext. 2285

under applicable law.

Certification

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. |
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both

6. Date Application
Received

(Stamped)

2. Signature ; ; W

3. Title

Senior Regulatory Manager

4. Typed Name
Maureen Miksztal

5. Date
8/4/2016

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete

White- EPA File Copy (original) Yellow- Applicant Copy
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Please read instructions on reverse before completing form.

Form Approved, OMB No. 2070-0060, Approval expires 05-31-98

Vo ¥ United States
vz EPA

Environmental Protection Agency
Washington, DC 20460

[ Registration
] Amendment
X Other:

OPP ldentifier Number

KXXKXX

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager

3. Proposed Classification

5383-193 Julie Chao
4. Company/Product (Name) PM##
MERGAL GLT50 33

IE None D Restricted

5. Name and Address of Applicant (include ZIP Code)
Troy Chemical Corporation

¢/o Troy Corporation

8 Vreeland Road

Florham Park, N.J. 07932

PLEASE SEND ALL CORRESPONDENCE TO

“CONTACT POINT” LISTED BELOW
j Check if this is a new address

to:
EPA Reg. No
Product Name

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(I), my product is similar or identical in composition and labeling

Section -1l

D Amendment — Explain below.
D Resubmission in response to Agency letter dated
|X| Notification - Explain below.

I:] Final printed labels in response to Agency letter dated
“Me Too" Application
Other - Explain below

sections 12 and 14 of FIFRA.

Explanation: Use additional page(s) if necessary. (For Section | and Section [1.)

Alternate CSF submission per PR Notice 98-10. This notification is consistent with the provisions of PR Notice
98-10 and EPA regulations at 40CFR 152.46, and no other changes have been made to the labeling or the confidential
statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. 1 further understand that if this notification is not consistent with the terms of PR Notice 98-10 and 40
CFR 152.46, this product may be in violation of FIFRA and I may be subject to enforcement action and penalties under

Section - HI

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
(] ves ] ves (] ves (] Metal
> No X No X No X Piastic

If"Yes” ‘ No. per If “Yes" No. per D Glass
*Certification must Unit Packaging wi. container Package wgt. container D Paper
be submitted [] other (specify)

3. Location of Net Contents information

|Z| Label Container

4. Size(s) Retail Container
40 Ib pail, 100 Ib and 450 Ib drum,
2200 Ib tote and bulk

5. Location of Label Directions
iE On Label
D On labeling accompanying product

6. Manner in Which Label is Affixed to Product

[J Lithograph
X Paper glued
[J Stenciled

] Other

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)

Maureen Miksztal

Name Title .
Senior Regulatory Manager

Telephone No. (Include Area Code)
(973) 443-4200 ext. 2285

under applicable law.

Certification
I certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. |
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both

6. Date Application
Received
(Stamped)

2. Signature 3. Title

WHzcnaan Wia Senior Regulatory Manager
4. Typed Name v 5. Date
Maureen Miksztal 516/2016

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete

. White- EPA File Copy (original). Yellow- Applicant Copy
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Please read instructions on reverse before completing form.

Form Approved, OMB No. 2070-0060, Approval expires 05-31-98

Ve Y EPA United States (] Registration OPP Identifier Number
‘." Environmental Protection Agency ] Amendment XX KXXX
Washington, DC 20460 <] Other:

Application for Pesticide - Section |

1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification

5383-193 Julie Chao

4. Company/Product (Name) PM# N :
one Restricted

MERGAL GLT50 33 @ I:]

5. Name and Address of Applicant (/nclude ZIP Code)
Troy Chemical Corporation

¢/o Troy Corporation

8 Vreeland Road

Florham Park, N.J. 07932

PLEASE SEND ALL CORRESPONDENCE TO

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(l), my product is similar or identical in composition and labeling
to:

EPA Reg. No

Product Name

“CONTACT POINT” LISTED BELOW
D Check if this is a new address

Section - i

[___I Amendment — Explain below.
D Resubmission in response to Agency letter dated
Notification - Explain below.

D Final printed labels in response to Agency letter dated
[:] “Me Too” Application
@ Other - Explain below

Alternate CSF submission per PR Notice

CFR 152.46, this product may be in violation of
sections 12 and 14 of FIFRA.

Explanation: Use additional page(s) if necessary. (For Section | and Section 11.)

98-10 and EPA regulations at 40CFR 152.46, and no other changes have been made to the labeling or the confidential
statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false
statement to EPA. I further understand that if this notification is not consistent with the terms of PR Notice 98-10 and 40

98-10. This notification is consistent with the provisions of PR Notice

FIFRA and I may be subject to enforcement action and penalties under

Weacncan Wl

Section -l
1. Material This Product Will Be Packaged In:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
[:] Yes* D Yes D Yes D Metal
X no Xl No X No X Plastic
If “Yes” No. per If “Yes” No. per [:| Glass
aps . Unit Packaging wt. container Package wgt. container

*Certification must 9ng 9ewg L] paper
be submitted [ ] other (Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
& Label D Container 401b pail, 100 Ib and 450 Ib drum, |E On Label

2200 Ib tote and bulk D On labeling accompanying product
6. Manner in Which Label is Affixed to Product ] Lithograph [ Other

X Paper glued

OJ_stenciled

Section - IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)
Name Title Telephone No. (Include Area Code)
Maureen Miksztal Senior Regulatory Manager (973) 443-4200 ext. 2285
Certification 6. Date Application

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. | Received
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both (Stamped)
under applicable law.
2. Signature 3. Title

Senior Regulatory Manager

4. Typed Name o4
Maureen Miksztal

5. Date
5/6/2016

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete

- " White= EPA File:Copy (original)- Yellow- Applicant Copy
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PRODUCT INFORMATION SHEET

MERGAL® GLT50 EPA REG. NO. 5383-TBD
This document must accompany each shipment of MERGAL GLTS50

DIRECTIONS FOR USE
It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

WATER BASED CONVEYOR LUBRICANTS (Brewery, Juice, Dairy, Beverage, and Food Processing
Systems): Avoid contamination of food in application of product. Thoroughly clean all tracks and conveyors to
remove gross soil. Rinse well. Use an automatic feed system to provide 1.2 to 7.2 fluid ounces (50 to 300 ppm
active) of Mergal GLT50 per 100 gallons of diluted lubricant.

AIR WASHERS AND INDUSTRIAL SCRUBBING SYSTEMS / RECIRCULATING COOLING AND PROCESS
WATER SYSTEMS: This product may be used only in industrial air washers and air washer systems which have
mist-eliminating components. For control of microbial growth, Mergal GLT50 should be added at the application
rates described below to a water treatment system at a convenient point of uniform mixing such as the basin area.
Addition may be made intermittently (SLUG DOSE) or continuously. Badly fouled systems can be shock treated with
MERGAL GLT50. Under these conditions, blowdown should be discontinued for up to 24 hours. MERGAL GLT50
can be used in industrial process water systems that contain ultra-filtration units and non-medical reverse osmosis
membranes (where approved for compatibility by the membrane manufacturer) and associated distribution systems.
INTERMITTENT (SLUG DOSE) METHOD

Initial dose: When the system is noticeably fouled, apply 12 to 24 fiuid ounces of MERGAL GLT50 per 1000 gallons
of water in the system. Repeat until control is achieved.

Subsequent dose: When microbial control is evident, add 4.8 to 12 fluid ounces of MERGAL GLT50 per 1000
gallons of water in the system weekly, or as needed to maintain control. Badly fouled system must be cleaned
before treatment is begun.

CONTINUOUS FEED METHOD

Initial dose: When the system is noticeably fouled, apply 12 to 24 fluid ounces of MERGAL GLT50 per 1000 gallons
of water in the system.

Subsequent dose: Maintain this treatment level by starting a continuous feed of 2.4 to 12 fluid ounces of MERGAL
GLT50 per 1000 gallons of water in the system per day. Badly fouled system must be cleaned before treatment is
begun.

SERVICE WATER AND AUXILLARY SYSTEMS: For control of microbial growth, MERGAL GLT50 should be used

at the same application rates and in the same manner as described above. It should be added to the system at a
point that will allow for uniform mixing throughout the system.

HEAT TRANSFER SYSTEMS: (Evaporative Condensers, Dairy Sweetwater Systems, Hydrostatic Sterilizers and
Retorts, and Pasteurizers and Warmers) For control of microbial growth, MERGAL GLT50 should be used at the
same application rates, and in the same manner as described above. It should be added to the system as a point of
uniform mixing such as a basin area, sump area, or other reservoir or collection area from which the treated water
will be circulated uniformly throughout the system.

INDUSTRIAL WASTEWATER SYSTEMS: (Wastewater system, wastewater sludge and wastewater holding tanks)
MERGAL GLT50 should be added to a wastewater system or sludge at a convenient point of uniform mixing such
as the digester. For control of microbial growth, add 5.4 to 27 fluid ounces (450 to 2,250 ppm) MERGAL GLT50 per
100 galions of wastewater or sludge.

PAPER MILLS AND PAPER MILL PROCESS WATER SYSTEMS MERGAL GLT50 should be added to the paper
making system at a point of uniform mixing such as the beaters, broke chest pump, save-all tank, or white water
tank. .

Initial Dose: When the system is noticeably contaminated, add 0.5 to 3.0 Ibs. of MERGAL GLT50 per ton of pulp or
paper (dry basis) as a slug dose. Repeat until control is achieved. Heavily fouled systems should be boiled out prior
to initial treatment.

Subsequent Dose: When microbial control is evident, add 0.3 to 2.0 ibs. of MERGAL GLT50 per ton of pulp or
paper (dry basis) as a slug dose as necessary to maintain control.

Page 1 of 3
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PRODUCT INFORMATION SHEET

MERGAL® GLT50 EPA REG. NO. 5383-TBD
This document must accompany each shipment of MERGAL GLT50

PIGMENTS AND FILLER SLURRIES FOR PAPER AND PAPERBOARD (For use in food and non-food contact
pigments and filler slurries). Use from 0.1to 0.6 Ibs. of MERGAL GLT50 per 1000 Ibs. dry powder to produce a
concentration of 100 to 800 ppm as product (based on siurry solids) in the mixed slurry.

REVERSE OSMOSIS MEMBRANES

For effective preservation of reverse osmosis elements (where approved for compatibility by membrane
manufacturer), immerse elements in a tank containing 0.2% to 2.0% MERGAL GLT50. MERGAL GLT50 can
also be added to in-line recirculating systems for preservation of installed out-of-service reverse osmosis
equipment (where approved for compatibility by membrane manufacturer). Add 0.2% to 2.0% MERGAL GLT50
to the tank in the circulating system. Maintain the concentration of MERGAL GLT50 by periodic addition to
counteract any system leakage.

WATER FLOODS: Mergal GLT50 should be added to a water flood system at a point of uniform mixing for
effective microbial control.

Initial Treatment: When the system is noticeably contaminated, add 100 to 5,000 ppm Mergal GLT50 to the
system (0.1 to 4.7 gallons Mergal GLT50 per 1,000 gallons flood water). Repeat until control is achieved.
Subsequent Dose: When microbial control is evident, add 20 to 5,000 ppm Mergal GL.T50 (0.02 to 4.7 gallons
Mergal GLT50 per 1,000 gallons flood water) to the system weekly, or as needed to maintain control.

Mergal GLT50 is especially recommended for controlling sulfate reducing bacteria in water to be used for polymer
treated water-flood programs. Mergal GLT50 does not interfere with the viscosity characteristics of the polymer
agent. Mergal GLT50 may be applied in systems used to treat injection water immediately ahead of water de-
oiling equipment such as an air flotation unit in the clear water holding tank or at the suction side of the injection
pump. Mergal GLT50 should be used full strength in concentration of 15 ppm of Mergal GLT50 on a continuous
basis or in slug applications to 2,500 ppm of Mergal GLT50 or higher concentrations as needed (1/4 pint per 1,00
gallons equals approximately 15 ppm). A typical slug application is one guart per 1,000 gallons.

FRAC FLUIDS (Product not registered for this use in the state of California): Mergal GLT50 reduces
bacterial contamination and degradation of fracturing fluids and gels used in oil and gas well stimulations. Add
Mergal GLT50 to the frac water storage tanks or directly in to the well head injection pipeline as the water is being
pumped down-hole. Dose range: Mergal GLT50 should be added at a rate of 100 to 5,000 ppm (0.95 to 47
galions per 10,000 gallons) depending on the degree of bacterial fouling in the source water.

DRILLING, COMPLETION and WORKOVER FLUIDS: Mergal GLT50 should be added to a drilling fluid system
at a point of uniform mixing such as the circulating mud tank.

Initial treatment: Add 50 to 1,000 ppm Mergal GLT50 (0.2 to 4.0 gallons Mergal GLT50 per 100 barrels of fluid)
to a freshly prepared fluid depending on the severity of contamination.

Maintenance dosage: Maintain a concentration of 50 to1,000 ppm Mergal GLT50 by adding 0.2 to 4.0 gallons of
Mergal GLT50 per 100 barrels of additional fluid, or as needed, depending on the severity of contamination.

PACKER FLUIDS: Mergal GLT50 should be added to a packer fluid at a point of uniform mixing such as a
circulating holding tank. Add 50 to 600 ppm Mergal GLT50 (0.2 to 2.4 gallons Mergal GLTS0 per 100 barrels of
fluid) to a freshly prepared fluid depending on the severity of contamination. Seal the treated packer fluid in the
wall between the casing and production tube.

OIL PRODUCTION and TRANSMISSION PIPELINES and SYSTEMS (Not registered for this use in the state
of California): Mergal GLT50 should be added to an oil production or transmission line via direct injection. The
application should be conducted to ensure maximum distribution of Mergal GLT50 throughout the entire internal
pipeline surface by adding a sufficient amount of biocide to detect / measure a residual concentration at the back
end of the pipeline system. Criteria for success of the treatment will be a reduction in bacterial counts and / or
reduced corrosion rates. To facilitate application, it may be desirable to dilute the Mergal GLT50 with an
appropriate solvent immediately before use. The concentration in the solvent should not fall below an active
concentration range of 500 to 5,000 ppm based on the volume of water in the pipeline. Injections to the system
should be weekly or as needed to maintain control.
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PRODUCT INFORMATION SHEET

MERGAL® GLT50 EPA REG. NO. 5383-TBD
This document must accompany each shipment of MERGAL GLTS50

GAS PRODUCTION and TRANSMISSION PIPELINES and SYSTEMS (Not registered for use in the state of
California): Mergal GLT50 should be added to a gas production or transmission line via direct injection. The
application should be conducted to ensure maximum distribution of Mergal GLT50 throughout the entire internal
pipeline surface by adding a sufficient amount of biocide to detect / measure a residual concentration at the back
end of the pipeline system. Criteria for success of the treatment will be a reduction in bacterial counts and / or
reduced corrosion rates. To facilitate application, it may be desirable to dilute the Mergal GLT50 with an
appropriate solvent immediately before use. The concentration in the solvent should not fall below an active
concentration range of 500 to 5,000 ppm based on the volume of water in the pipeline. Injections to the system
should be weekly or as needed to maintain control.

GAS STORAGE WELLS and SYSTEMS: Individual injection wells should be treated with sufficient quantity of
Mergal GLT50 to produce a concentration of 500 to 5,000 ppm Mergal GLT50 when diluted by the water present in
the formation. Injection should take place before gas is injected (during the summer). Injections shouid be
repeated yearly, or as needed to maintain microbial control. Individual drips should be treated with a sufficient
quantity of Mergal GLT50 to produce a concentration of 200 to 2,000 ppm Mergal GLT50 when diluted by the water
present in the drip. Injections should be repeated yearly, or as needed to maintain control.

HYDROTESTING: Water used to hydro-test pipelines or vessels should contain 100 to 4,000 ppm Mergal GLT50
(0.1 to 3.8 gallons Mergal GLT50 per 1,000 gallons water), depending on water quality and length of time the
equipment will remain idle.

PIPELINE PIGGING and SCRAPING OPERATIONS: Add Mergal GLT50 to a slug of water immediately following
the scraper (ideally this water volume can be kept to a minimum and contained between the scraper and a trialing
pig). Sufficient Mergal GLTS0 should be added to produce a concentration of 0.1 to 1.0% (0.1 fo 0.95 gallons
Mergal GLT50 per 100 gallons water), depending on the length of the pipeline and the severity of biofouling.

TROY CHEMICAL COMPANY
One Avenue L
Newark, N.J. 07105

27April2016MM
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Hello again! | just reviewed the labels, and it looks like most comments were addressed. | am attaching a copy of Mergal
GLT50's label and Product Information Sheet with changes highlighted/noted. Please let me know if you have any more
questions at your earliest convenience.

Joe Daniels

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]

Sent: Wednesday, April 27, 2016 2:06 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Subject: RE: Comments on label questions: EPA Registration No. 5383-ROE and 5383-ROG

Thank you

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]

Sent: Wednesday, April 27, 2016 2:06 PM

To: Miksztal, Maureen

Subject: RE: Comments on label questions: EPA Registration No. 5383-ROE and 5383-ROG

Alright, | called IT and was able to track them down. Sorry for the confusion.

Joe

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]

Sent: Wednesday, April 27, 2016 2:04 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Subject: FW: Comments on label questions: EPA Registration No. 5383-ROE and 5383-ROG

There are 8 Attachments

From: Miksztal, Maureen

Sent: Wednesday, April 27, 2016 11:21 AM

To: 'Daniels, Joseph'

Cc: Chao, Julie

Subject: Comments on label questions: EPA Registration No. 5383-ROE and 5383-ROG

4/2712016
Joseph,

Thank you for your thorough review of our pending glutaraldehyde registrations. Attached are
updated revised labels for your review. Changes are highlighted in yellow.

Each of your observations from your email was reviewed for each label. See specific comments
below for each obsrevation:

¢ In-can, refers to materials preservation. This use is on the first page of both labels under
general preservation use. A hyphen has been added to in-can in the directions for use and in
the identifying statement.

- iter reviewing | NN - cormparison of
first aid order, | can confirm that the most severe end point is listed first: “If swallowed” due to

2

*Product ingredient source information may be entitled to confidential treatment* r



*Product ingredient source information may be entitled to confidential treatment*

‘may be fatal if swallowed” wording followed by eyes and skin due to corrosive nature of
chemical.

o Final disposal instructions have been added to each label as well as instructions for non-
refillable containers

e The spelling comment nee revisited - Is this not the correct spelling
ofraux-il-ia-ry? Also check for their spelling of the word.

e EPA Reg no is now corrected

Let me know if anything further is needed on these pending registrations.
Regards,

Waween WHiksgtal

Maureen Miksztal

Troy Corporation

Senior Regulatory Manager

8 Vreeland Road

Florham Park, NJ 07932

(973) 443-4200 Ext. 2285

(973) 216-1083 Mobile

Email: miksztalm@troycorp.com

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]
Sent: Tuesday, April 26, 2016 9:37 AM

To: Miksztal, Maureen
Cc: Chao, Julie
Subject: EPA Registration No. 5383-ROE and 5383-ROG

Good morning,

After review of the labels for these two registration, | have a question and a few comments that apply to both

products. First of all, what are Industrial, Institutional, and Consumer Incan Processes and Products? | am assuming that
Incan should read “in can,” but | could not locate either of those in the label or Product Information Sheet. Are there
specific In Can use directions, or are they represented within other product use directions? Also, please make sure that
the order of the first aid statements directly reflects toxicity category (from most severe to least severe). In addition,
please provide final disposal instructions in the storage and disposal section of the labels.

On the 5383-ROE label, please change the EPA Reg. No. to represent your company number.
On 5383-RQOG, please correct the spelling of the word Aucxiliary (spelled auxillary) in Service Water and Auxiliary Systems
of the Product Information Sheet.

Please let me know if you have any questions.

Joe
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From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]

Sent: Thursday, April 07, 2016 4:18 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Subject: RE: Submission of updated CSF for MERGAL GLT25, EPA Registration No. 5383-ROE

thx

From: Daniels, Joseph [mailto:Daniels.Joseph@epa.gov]

Sent: Thursday, April 07, 2016 4:17 PM

To: Miksztal, Maureen

Subject: RE: Submission of updated CSF for MERGAL GLT25, EPA Registration No. 5383-ROE

Maureen-

Wow, thanks for the second quick response of the day! | just went ahead and filed away the new CSF and will work on
processing it. Have a great rest of your afternoon!

Joe

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]

Sent: Thursday, April 07, 2016 4:08 PM

To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Krygsman, Adrian <KrygsmaA®@troycorp.com>; Chao, Julie <Chao.Julie@epa.gov>
Subject: Submission of updated CSF for MERGAL GLT25, EPA Registration No. 5383-ROE

Business Confidential

Regards,

Maneen Wekastal *Claimed confidential by submitter*

Maureen Miksztal

Troy Corporation

Senior Regulatory Manager

8 Vreeland Road

Florham Park, NJ 07932

(973) 443-4200 Ext. 2285

(973) 216-1083 Mobile

Email: miksztaim@troycorp.com

75



From: Miksztal, Maureen

Sent: Thursday, April 07, 2016 2:18 PM

To: 'daniels.joseph@epa.gov'

Cc: Krygsman, Adrian (KrygsmaA@troycorp.com); Chao, Julie

Subject: Submission of updated CSF for MERGAL GLT50, EPA Registration No. 5383-ROG

Business Confidential

4/7/2016

Regards,

*Claimed confidential by submitter*

Haween MWiksgtal
Maureen Miksztal

Troy Corporation

Senior Regulatory Manager

8 Vreeland Road

Florham Park, NJ 07932

(973) 443-4200 Ext. 2285

(973) 216-1083 Mobile

Email: miksztalm@troycorp.com
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Daniels, Joseph

From: Miksztal, Maureen <miksztalm@troycorp.com>

Sent: Monday, May 02, 2016 4:04 PM

To: Chao, Julie; Daniels, Joseph

Subject: RE: Comments on label questions: EPA Registration No. 5383-ROE and 5383-ROG
5/2/2016

Joe,

Thank you. | am back in the office and will get you updated labels tomorrow.
Regards,

Maureen

From: Chao, Julie [mailto:Chao.Julie@epa.gov]

Sent: Wednesday, April 27, 2016 3:56 PM

To: Miksztal, Maureen; Daniels, Joseph

Subject: RE: Comments on label questions: EPA Registration No. 5383-ROE and 5383-ROG

Hi Maureen,
Thanks for getting in touch. Joe and | did discuss this, and | also confirmed with John Hebert earlier today.

As eye and skin irritation are ranked as Category |, these are the most severe routes of exposure. Acute oral toxicity, at
Category ll, is considered less severe. Therefore, under the First Aid section, the statements for “If in Eyes” and “If on
Skin and Clothing” need to appear before the First Aid statements for “If Swallowed.”

| can see how it might seem like oral toxicity is the most severe route of exposure, because of potential fatality, but the
Agency actually considers irreversible eye and skin damage (leading to permanent blindness and severe permanent skin
damage) to be the most severe. Category | will always be treated as more severe than Category I, regardless of whether
the route is irritation or toxicity (this is what | confirmed with John).

The-label is incorrect; a lot of labels are incorrect, unfortunately. We are working to improve that as those labels
come in for amendments, and we are also trying to catch this for new products. We definitely don’t view it as an
imminent risk issue, and as a result I’'m sure we have missed some in the recent past, so | apologize if this has caused
confusion about the preferred ordering of statements.

Let me know if you want to chat more over the phone.

Thanks much,
Julie

From: Miksztal, Maureen [mailto:miksztalm@troycorp.com]
Sent: Wednesday, April 27, 2016 3:34 PM
To: Daniels, Joseph <Daniels.Joseph@epa.gov>

Cc: Chao, Julie <Chao.julie@epa.gov>
Subject: FW: Comments on label questions: EPA Registration No. 5383-ROE and 5383-ROG










UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

February 19, 2016
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-513992

EPA File Symbol or Registration Number: 5383-ROG
Product Name: MERGAL GLT50

EPA Receipt Date: 09-Feb-2016

EPA Company Number: 5383

Company Name: TROY CHEMICAL CORPORATION

MS. MAUREEN MIKSZTAL

TROY CHEMICAL CORPORATION
C/O TROY CORPORATION

ONE AVENUE L

NEWARK, NJ 07105-

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: A530
ME-TOO;NEW PRODUCT;FAST TRACK;
No additional payment is due at this time.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-8154.

Sincerely,

g

Front End Processing Staff

Information Technology & Resources Management Division
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February 8, 2016 Via E-Portal

Document Processing Desk (REG)
Office of Pesticide Programs (7504P)
Antimicrobial Division (AD) '
U.S. EPA

Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202-4501

Attention: Ms. Julie Chao, PM 33

RE: MERGAL® GLT50, EPA Reg. No. 5383-TBD
Submission of Registration Application

Dear Ms. Chao:

On behalf of Troy Chemical Corporation, Troy Corporation hereby submits a
registration application for the end use product, MERGAL® GLT50. MERGAL

GLT25 is 100% repack of the registered end use product: q
% repack of the registered end use product:
and is eligible for the formulators’ exemption.

The application includes the following information using the e-portal:

Study Volume 1 of 1 Administrative Materials — forms and correspondence
-Transmittal letter
-EPA Form 8570-1 Application for Registration
-EPA Form 8570-4 Confidential Statement of Formula
-EPA Form 8570-27 Formulators Exemption
-Proposed product label
-Copy of PRIA Fee Payment

Please contact me directly should you have any questions concerning this action.
| can be reached via email or phone at miksztalm@troycorp.com or 973-443-
4200, ext. 2285.

Sincerely,

Maureen Miksztal
Senior Regulatory Manager
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*Product ingredient source information may be entitled to confidential treatment*

Please read instructions on reverse before completing form.

Form Approved, OMB No. 2070-0060, Approval expires 05-31-98

<y EPA

United States

Environmental Protection Agency
Washington, DC 20460

X Registration
[0 Amendment
[] Other:

OPP |dentifier Number

XXXXXX

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager

5383-TBD Julie Chao
4. Company/Product (Name) PM#
MERGAL GLT50 33

3. Proposed Classification

None l:l Restricted

Troy Chemical Corporation
¢/o Troy Corporation

8 Vreeland Road

Florham Park, N.J. 07932

Check if this is a new address

5. Name and Address of Applicant (/nclude ZIP Code)

PLEASE SEND ALL CORRESPONDENCE TO
“CONTACT POINT” LISTED BELOW

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(1), my product is similar or identical in composition and labeling

to:

EPA Reg. No. [
Product Name [

Section -1l

D Amendment — Explain below.

[T Notification - Explain below.

l:] Resubmission in response to Agency letter dated

I:, Final printed labels in response to Agency letter dated

D “Me Too" Application
Other - Explain below

Fee $1278.00

Explanation: Use additional page(s) if necessary. (For Section | and Section II.)
Submission of New Product Registration:
Proposed PRIA Classification = A530 New End Use Product, Registered Active Ingredient; 100% repack

Company Contact Information:

Maureen Miksztal
FAX Number: (973)443-0258

miksztalm@troycorp.com

Section - |l

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
D Yes* Yes Yes D Metal
X no X No No X Piastic

If “Yes” . No. per Iif "Yes® No. per D Glass
*Certification must Unit Packaging wt. container Package wgt. container D Paper
be submitted [] other (Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions

D Container

X Label

40 Ib pail, 100 Ib and 450 lb drum,
2200 lb tote and bulk

IZ On Label
D On labeling accompanying product

6. Manner in Which Label is Affixed to Product

[ Lithograph [ other

X Paper glued
[J Stenciled

Section - IV

1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application)

Name Title Telephone No. (Include Area Code)
Maureen Miksztal Senior Regulatory Manager (973) 443-4200 ext. 2285
Certification 6. Date Application

| certify that the statements | have made on this form and all attachments thereto are true, accurate and complete. |
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both

under applicable law.

Received
(Stamped)

2. Signature ) 3. Title
Wieenaan W Senior Regulatory Manager

4. Typed Name ~ 5. Date

Maureen Miksztal 21912016

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete

White- EPA File Copy (original) Yellow- Applicant Copy
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